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(3) A general listing of other essen-
tial biological equipment such as mills, 
centrifuges, mixing tanks, bottling and 
sealing equipment, and the like, which 
are not regarded as stationary but are 
maintained in certain rooms. 

[39 FR 16854, May 10, 1974, as amended at 40 
FR 51413, Nov. 5, 1975; 50 FR 50764, Dec. 12, 
1985]

§ 108.6 Revision of plot plans, blue-
prints, and legends. 

Preliminary drawings may be sub-
mitted to Animal and Plant Health In-
spection Service for comment prior to 
construction of new facilities or when 
remodeling is anticipated, old facilities 
are to be torn down, or other changes 
affecting the workflow are to be made. 
The licensee shall: 

(a) Prepare revised plot plans, blue-
prints, or legends and submit to Ani-
mal and Plant Health Inspection Serv-
ice for review and filing when changes 
have been completed. Also prepare a 
statement to accompany each revision 
to identify, by date of the superseded 
item, what is being superseded. 

(b) Prepare a drawing of the revised 
rooms, unit, or section to the same 
scale as the blueprint on file which 
shall be stamped and applied to the ex-
isting blueprint. If changes are numer-
ous, prepare a new blueprint. 

(c) Drawings of new buildings may be 
added to existing plot plans. Indicate 
the distance from surrounding build-
ings and boundary lines. 

(d) Any change prescribed in this sec-
tion shall necessitate a change in one 
or more pages of the respective leg-
ends. The revised pages shall carry the 
same numbers as superseded pages. 

[39 FR 16854, May 10, 1974, as amended at 56 
FR 66783, Dec. 26, 1991]

§ 108.7 Filing of plot plans, blueprints, 
and legends. 

Three copies of all plot plans, blue-
prints, and legends, including revi-
sions, shall be submitted to Animal 
and Plant Health Inspection Service 
for review and filing. When the re-
viewer takes exception to a submitted 
item, such item shall be returned with 
appropriate comments for correction 
and resubmission. Acceptable submis-
sions shall be stamped as filed and the 
date noted. One stamped copy shall be 

returned and two copies retained for 
Animal and Plant Health Inspection 
Service files. 

[39 FR 16854, May 10, 1974, as amended at 56 
FR 66783, Dec. 26, 1991]

§ 108.8 Construction of buildings. 

(a) The floors, walls, ceilings, parti-
tions, posts, doors, and all other parts 
of all structures, rooms, or facilities 
used for the preparation of biological 
products or ingredients of biological 
products at licensed establishments 
shall be of such material, construction, 
and finish as may be readily and thor-
oughly cleaned. 

(b) All rooms used in connection with 
the preparation of biological products 
shall be so constructed and arranged as 
to prevent cross-contamination of such 
biological products. Halls or walkways 
shall be provided for the movement of 
personnel or materials to each biologi-
cal products preparation area without 
going through another such area. 

(c) Rooms or compartments separate 
from the remainder of the establish-
ment shall be provided at licensed es-
tablishments for preparing, handling, 
and storing virulent or dangerous 
microorganisms and products. 

(d) All rooms and compartments at 
licensed establishments shall have an 
adequate air handling system to supply 
proper ventilation sufficient to insure 
sanitary and hygienic conditions for 
the protection of the products and per-
sonnel. 

(e) The supply of hot and cold water 
at licensed establishments shall be 
ample and clean. Adequate facilities 
shall be provided for the distribution of 
water in each establishment and for 
the washing of all containers, machin-
ery, instruments, other equipment, and 
animals used in the preparation of a bi-
ological product. 

(f) There shall be an efficient drain-
age and plumbing system for each li-
censed establishment and premises 
thereof, and all drains and gutters 
shall be properly installed with ap-
proved traps and vents.

§ 108.9 Dressing rooms and other fa-
cilities. 

Each licensed establishment shall 
have dressing rooms, toilet facilities, 
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and lavatory accommodations, includ-
ing hot and cold running water, soap, 
towels, and the like. They shall be in 
sufficient number, ample in size, con-
veniently located, properly ventilated, 
and meeting all requirements as to 
sanitary construction and equipment. 

(a) These rooms and facilities shall 
be separate from rooms or compart-
ments in which biological products are 
prepared, handled, or stored. 

(b) These rooms and facilities shall 
be so located in the establishment as to 
be readily accessible to all persons 
without having to enter or pass 
through biological products prepara-
tion areas.

§ 108.10 Outer premises and stables. 

(a) The outer premises of licensed es-
tablishments, embracing docks, drive-
ways, approaches, yards, pens, chutes, 
and alleys shall be drained properly 
and kept in a clean and orderly condi-
tion. No nuisance shall be allowed in 
any licensed establishment or on its 
premises. 

(b) Stables or other premises for ani-
mals used in the production or testing 
of biological products at licensed es-
tablishments shall be properly venti-
lated and lighted, appropriately 
drained and guttered, and kept in sani-
tary condition. 

(c) Every practical precaution shall 
be taken to keep licensed establish-
ments free of flies, rats, mice, and 
other vermin. The accumulation, on 
the premises of an establishment, of 
any material in which flies or other 
vermin may breed is forbidden. Suit-
able arrangements, in keeping with the 
local health practices, shall be made 
for the disposal of all refuse.

§ 108.11 Water quality requirements. 

A certification from the appropriate 
water pollution control agency, that 
the establishment is in compliance 
with applicable water quality control 
standards, pursuant to section 401 of 
the Federal Water Pollution Control 
Act, as amended (86 Stat. 877; 33 U.S.C. 
1341), shall be filed with Animal and 
Plant Health Inspection Service for 
each licensed establishment. 

[39 FR 16854, May 10, 1974, as amended at 56 
FR 66783, Dec. 26, 1991]

PART 109—STERILIZATION AND 
PASTEURIZATION AT LICENSED 
ESTABLISHMENTS

Sec.
109.1 Equipment and the like. 
109.2 Sterilizers. 
109.3 Pasteurizers.

AUTHORITY: 21 U.S.C. 151–159; 7 CFR 2.22, 
2.80, and 371.4.

§ 109.1 Equipment and the like. 

(a) All containers, instruments, and 
other apparatus and equipment, before 
being used in preparing, handling, or 
storing biological products, at a li-
censed establishment, except as other-
wise prescribed herein, shall be thor-
oughly sterilized by live steam at a 
temperature of at least 120 °C. for not 
less than one-half hour, or by dry heat 
at a temperature of at least 160 °C. for 
not less than one hour. If for any rea-
son such methods of sterilization are 
impracticable, then a process known to 
be equally efficacious in destroying 
microorganisms and their spores may 
be substituted after approval by the 
Administrator. 

(b) Instruments which are found to be 
damaged by exposure to the degree of 
heat prescribed in this section, after 
having been thoroughly cleaned, may 
be sterilized by boiling for not less 
than 15 minutes. 

[23 FR 10051, Dec. 23, 1958, as amended at 34 
FR 18119, Nov. 11, 1969; 56 FR 66783, Dec. 26, 
1991]

§ 109.2 Sterilizers. 

Steam and dry-heat sterilizers used 
in connection with the processing of bi-
ological products at licensed establish-
ments shall be equipped with auto-
matic temperature recording gauges: 
Provided, That other record keeping 
systems may be used when approved by 
the Administrator. When gauges are 
used, they shall be periodically stand-
ardized to assure accuracy. Charts and 
other temperature records made during 
production shall be available at all 
times charts and records shall be kept 
in accordance with part 116 of this 
chapter. 

[35 FR 16039, Oct. 13, 1970, as amended at 56 
FR 66783, Dec. 26, 1991]

VerDate jul<14>2003 16:37 Jan 19, 2004 Jkt 203027 PO 00000 Frm 00582 Fmt 8010 Sfmt 8010 Y:\SGML\203027T.XXX 203027T


